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PREFIX FACH MUNICIENCT MUST HE PRECECNCU AT FLLL PREFX [EACH CORRYCTIVE ACTIDN SMOULD Bt CRDSS COMPLETE
A0 RCGLE ATORY O LSC IDENTIFVING INFORMATION) TAG REFERENGEL: TO THE APFROPRIATE DEFICIEHCY) DATE
Continuved From page 4
mcuding  temporary  siaffl  ss  described in
subseclion 70217im) The program shall include,
bul shall not be hmiled lo, ofientation and the
process of competency validalion as desarbed in
subsection 70213(¢).
(2) AN patient cere personnel, ingluding temparary
stafl as ndicated in subsection 7G212Zm). shall be
sutyect 10 the provess of compelehcy valdaton for ) .
their assigned patient cave unit or unds. Prior o 1. An Alaris Practice Alert was 6/6/08
the compietion of valdation of the compelency Created and Posted abovc a“
sfandards for a patien! care unil, patenl care . . . . .
assignments shall be subject 1o the foliowing Medication P YIS Stat"?ns in the
restrictions. {CUs and telemetry units where
(A) Assignments shall nciude only those duties bolus/infusion is used.
anﬁld :s:onmb;nnes for which compelency has been 2. The RN Alaris Pump 6/16/08
vah -1 . .
{C) Regislored nurses shall nol be assigned 1otal competency was revised to include
responsibdity lor patient care, including the dulies the fO“Ong:
and responsibilities  described o subsedlions . How to *bolus from an infusion’
70275{a) and 702170 untl all the standards of b
competency for that unt have been validaled ag . .
- What to do if the Alaris
Guardrails® did not allow
rogramming of any infusion (i.e.
On @/tQM8 at 1145A M, hospral administrative P 08 ) g Y ( ’
represeniatves  were nformed  thar  Immediale hardstop’)
Jeopardy existed as the resut of a patient receiving <A requ1rcd onltpe tutorial
an over dose of a bolys [luading dose] of A required post-test and return
intravenous medicalion that resulleg 10 the patiend's d tration 6/16/08
death The slafl member who admimsiered ihe cmonstration
medication had responsinitity for the patient but had
not demonstrated ail the standards of compstency
{ar the Intensive Care Unit
L—
Event D PE4AIN YA TI2008 12 54:52PM
LABORATORY DIRECTOR'S DR PROVIDERISUPPLIER REPRESLNTATIVE'S SIBNATURE UTLE {XE)DATE
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DLEPARTMENT OF PUBLIC HEALTH
F'.'M’EMF.NT OF DEFWCIFNCIES 151, PROVIDERSURRL IERLCLIA 1029 ML TIPLE CONSTRUCTION 134 DATE SUSWE ¥
AN PLAN OF CORRECTION INENTIFICATION NUMBFR COMPLETED
A BULDING
050400 B YANG agfoyzoge
NWME OF FROVIDER (R SUPFLER STREET ADDRESS C.TY STATE 1P CODE
SHARP MEMORIAL HOSPITAL 7801 FROST STREET, SAN DIEGO, CA 92123 SAN DIEGO COUNTY
K40 SUMMAITY STATCMEMT OF DET ICIENCIES (1] PROVOER'S PLAM OF CORRECTION VX5
PRLHIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORREGTWE ACTION SHOULD BE CROSS: COMPLETE
T &G REQULATORY DR LIC IDENTICYING INFORMATION TAG REFEREMNCED TO THE APFROPRIATE DEF L ENCT) DATE
/
Continued From page 2 3, 100% of ICU and telemetry RN | 6/16/08
Based on observalion, interview and record review, staff received infusion pump
RN 1lailed to demonsirate compatency relative o . .
: how
the Usé of the Alans Mediey infusan Pump. RN 1 programming F‘?uca"oﬁ re: how to
faded o program the infravancus infusion pump wilh C-OITCCH)/ administer a "bolus dose
the name ard dose of the drug which is required Io from an infusion' bag using the
achvale the Guargral safety feature of the infusion Alaris Guardrails® pump with
pump. The Guardral safety fealure is 1o ensure . T
accurate doging of a medicabon. The nurse verbal or return-demonstration
activaled Ihe pump incomeclly without censutting required.
his Preceplor/resoutce tor assislance As a result, 4. Bi-weekly Competency 7/28/08
Patient S received 8 medication (Milnnone! 36 t. iew of MICU/CCU
tmes the prescnbed dose by lhe physician in tess asSesSMENt review o
than 13 minutes. Pafient § expited on /4/08 al preceptees are held between the
i1.56 am preceptor, preceptee, and manager
or lead. These meetings assess and
Findings. review the preceptees demonstrated
ability to:
Patient 5 was admitec lo the hospilzl's medica! - Dialogue regarding Medication
ntensive cave unit (BMCY) on May 30, 2008 wih a £
severe heart altack (myocardial Safety . .
imarchon/cardiogenic  shock). On  64/08, the a. Use of Six Rights
reating physioan ordered that Palient S be treated b. Review, use of medication
whih a4 drug, Minnone, for the teaiment  of ) . . .
e arment 9 resources and discussion with
congestive  heart (ailure The physician . Vy
electronically ordered a bolus (a2 loading dose) of preceptor prior to any unfamiliar
Mirinone as 50 meg  (micrograms per  kilogram; medications and all I'V drip
based on Pabent & weight of 110 kilograms medications
{(Mirinone s a madicalion used in the management . - ]
of hearl failuie orly when convenbenal reatment » Ask questions (the ability to self-
vasadilators and dwrebcs have proven insutficient ident'lfy when s/he has a kl'lOWlCdgC
This s due to the potentially fatal adverse efects of deﬂcit)
Miinnane moluding vertricular arrhythmias)
? " » Delegate tasks, and
L il
Even 1D PE4SYY 131172008 12.54.52FM
ABDRATORY OIRECTOR'S OR PRIVIDER SUFPLIER RFPRESENTATIVE'S SIGNATURE TTLE 1X6) DATE
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
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09/08/2008

hadtg OF FROWVDER Of SUPFUER
SHARP MEMORIAL HOSPITAL

SIREET AUDRESS UTY SIATE. 2P CODE
7301 FROST STREET, SAN DIEGC. CA 97123 5AN DIEGO COUNTY

RO SUMMBRY 5TATEMENT OF DENIZIEMLIES w PROVIDER'S PLAN OF CORREC T ON 8
PHEFIX (FALK DLEICIENCY MUST PEL PRECEEDED 87 FLLL PRESY FATH CORRECTIVE ALTI\ON 34T BE £ROSS COMPLETE
TR AEGULATORY OR L5T IDENTIFYING INFORMATIGN, 1A REFERENCED T THE APPRAPRIATE DEFKENCY) DATE

Continued From page 3 - Identify and seek out available
RN 1was granted Calilornia licensure on May 4, resources
2005 and was new la the hogpital with thg hire date - The Competency Assessment
of 5/1/08. accordng lo Lhe documentation an RN Reviews are documented in the unit
1's employment applicaion. RN 1 had  extensive K W f
backgroung N 81 emergency departmen  seting preceptor 1:.)00 . hen performance
prior 1o coming to the MICU RN 1was currently trends are identified, an
undetgoing clinical training with a precepar in the individualized learning contract is
AIC . .
ralcy developed with clear expectations
RN 1 administered the Milonone to Patient S uging and tlr_nelme's.
the Adaris Medley infusion pump The Alans Medley 5. A discussion occurred at the 9/2/08
infusion  pump 18 equipped  with 3 drug  error SMH Pharmacy and Therapeutics
reduction system calied the Guardrall {safe quarg (P&T) committee and
seling) The Guardrail is sofware inside Ihe Alafis ommendations were made
pump designed to manage how medications can be rec . ,
progiamyred with the nfuson system by sefting regarding safest method to practice
kmits on the sates. volumes and doses fhat are infusion of Milrinone bolus and
apprapriate for  the  delwery  of ) infravenous infusion doses at SMH.
madication  This  allows ruitsing  slafl 1o safely i : :
n | view at d
selec, catculate  and  progiam  infusion  of 6. UpO extensive re ) 10/7/08
inedicalions to 3 paent Pharmacy and Therapeutics (P&T)
Committee, the recommendation to
Or &/408, RN 1received from  the  hospital discontinue Milrinone "bolus dose
pharmacy a 100c¢c IY bag (hat tontained a from an infusion’ bag was made
toncentraton of 20 mg of Minnone /100 ml or 200 her. bol “LOAD" d '
mcg (B2 mgimt This s equivalenl to 20000 meg Rather, bolus, or oses
i 100 ntiders (M) of Duid. The physician order were recommended to be
was for Patient S lo receive a bolus (a loading administered as a separate IVPB
dose) of 50 meglkg (microgaams pet kilogram) of from the continuous, or DRIP,
Miinnone. Pateri S weighed 110 kilograms. i fusi ’
Based on Patient § weight of 110 kiograms, she Intusion.
was to receive 5500 meg bolus of Mirinore 7. Milrinone usage data was 10/24/08
reviewed for a period of seven
Lpon progiamming the 1V Bolus dose of Miinone months (4/08-10/08). Based upon
on the Alans Medley pump 1he Infusion Puimp usage data. Milrinone bolus
L
FueliD PE4311 172008 12 54 52PM
LRRGRATORY DIRECSTOR G OR PROVIDERSUPPLIFR REPRESENTATIVE 'S SIGNATURE TTLE (X8) NATE
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CALIFDRNIA HEALTH AND HUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH

STATOMENT (F DEACIENCIES
AN SLAN U CORSCCTION
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A BULING
050100 B vING oSHOB 2008
bo——
NARC (8 EROMCER OR SUPPLER LTREET ADCRESS (1T SHAIE. DR CODE
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Xe D SUMMARY 5TATCRENT OF OFFOFNOLS i3 FROVGER'S PLAN OF CORAEL IO E]
FRLF:N FEACH TEFICIENCY MUST AF PRFGESDED BY Sl PREFIX {EACH SCRAECTIVE ACTIDIN SHOULD & CROSS Lok TE
TG REGULATIMEY U LSS IDERTS PHG INFORMATION) Tal REFERENCED T T1HE APFROPATE DE FCIENC Y4 OATE
-
Continued From page 4 (LOAD) and infusions (DRIPS)
Guardrail (safeguard s.emng) would prompt a HAFD will be limited to the Spccialty
STOP (maximum Lmil} when the drug calcuiation d Tel r ith
exceeded the Guardrad hmil. However, RN 1was arcas an 'eemetry ULIS Wi
Nl abic Yo program ihe Alaris pump for the bolus ECG-monitored beds f=xcept 68
infus.on 'Hamng been previousty inslucled 10 and 7S) at SMH.
consull his Preceptor. RN 1 proceeded to use the 8. A Milri Practice Alert was ,
basic mnfusion mode as # way fo deliver the IV ' lirtnone Prachice . 10/24/08
Bolus outsde the Guardral wihout consuling his posted on the ICUs and specified
Preceptor who was Ive :gsourr:e person AN 1 Telemetry units, reﬂecting the
overrote the Guardral limit and programmred the following:
Alans pump for a basic infumon at 3 rate of 599 ¢ O\ZVI.ng. .
mMIMT in order o adminisiar what he perceived was -Revision of the SMH Alaris
the botus dose. Guardrails Dalaset to differentiate
. ilri s, Milrinon
The Alarfis pump has 3 fracker (hal provides a Ml!rm?ne LOA:DV Milrinone
epord of the actual ftolal tme of when the DRIP ttems, with hard StOp field
medicaton was wfused ard or sdministered. The limits respecting FDA approved
lracker recorded u-\at.ttfe etire 1.000: of Mll‘mone dosage. and default LOAD
was  administered within  appraximalely 7 minutes. . . FDA
RN 1 began infusion on &4/08 at 1018 a.m. and duration f)ften n:unutes, per .
completed the infusion sl approxmately 10 35 am The continuous infusion Bolus
This lndlt?.a‘rpd that Patent '.'-‘. recewved 20,000 may mode(i.e., “nolus from a bag“)
1 100 militers (ml) of fluid which was 36 limes disabled
the physiciar s prescribed dose of Minnone was disabied. Il tabel LOAD
- Pharmacy will labe A
Pharmacis! 1 was -n:‘ewievpved on qﬁlngB at 11-00 doses with a neon sticker entitled
am, and stated that Patent & should have xR -
received 27 ml o! medicatior bul received 100 ml of Milrinone LQAD ;
(he medication inslead which was 36 umes (he - Pharmacy will deliver the LOAD
prescribed dose af Miirinone and continuous infusion DRIP (o
il
On 6408 al 1045am  per the numsing nate the nurs'e, The LOAD [VPB wi
documentation, Patenl 5 biood pressures dropped be specified to the RN.
and Ine pahent developed imsuficent respiralory + The Medication Administration
patterns. Physicians were novbed ana orders were | Record (NlAR) has had a
Eveit 10 PEAT Y 10/17/20080 12 %4 52PM
LABRCAARTORY SIRCCTOR'S OF FROMIDLHSSUPPLIFR RUPRFSENTATIVE 'S SIGNATURE TMLE (X6 BATE
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY-
DEPARTMENT OF PUBLIC HEALTH

SYRIEMENT OF DEFICINCIES 13 1 FROVIDER SUPTMLUERCLIA IXZ) MATIFLE CONSTRUCTION ixH VATE SURYT-Y
AN B AN O T RPN IDERTIFICATION MRIBER - COMPLETED
A BALOING
050100 8 NG 03/08/2008
’_Nlio.lt 31 PRI R Qb BURFLIFR ETREET ADDAESS, TITY ATATE i COES
SHARP MEMORIAL HOSPITAL 7901 FROST STREET, SAN DIEGO, CA 92123 SAN DIEGO COUNTY
L
u e ) [ SUMMARY STA™CMENT Of DEFITIFNCIES 1e] FROVIOER 5 PLAM OF CORRECTION Ire1]
TREAY (EALH DEFICIENCY WMUET BE PREEEDED BY TL00 PREFIX eALA CORRECTIVE AL NMOMW SHOWLD BE CRGSYS COMPLE I,
TAT, REGUIATORY R | SCIDENTIF Y NG 18- DAMATION; TAG HEF EAENCED 10 THE APPROPIATE CEFICIENTY) CAlE
Continued From page § comment added *“***[.oading
obtained to mitigate the situation. By 11.11am. Dose***” to highlight the LOAD
Patienl S's condiion deledoraled and Code Blue dose as separate from the infusion
{emergency resuscitation) was catled, A second | dri
Code Blue was calied when the palient's cardiac rip. ) .
stalus deterioraled agsin at tid44am, Patent S « The term “Use Alaris
was eventually made a DNR (Do Not resusclale) Guardrails®” has been added to the
TV "’f , 'a':'?: t’"g r“_”e"'dc"a""emfg:"‘f 1:‘;’: Milrinone labels (LOAD and
enmnate atten expir an /04 al )
a.m DRIP) and MAR.

- The 1* page of the Milrinone
Practice Alert will accompany
Milrinone Loads and Drips

On &10m8a 10am RN tand Numing
Administrative Reprasenialve {NART  were
interviewed reialed 10 the medicatian error, RN 1

staled  that during (he admimsicaion of the distributed by Pharmacy to the
Milinane on B/4/08the Alaris intravenous {IV) pump respective nursing unit X 3 months
wvstem was uthized RN 1 descnbed me process of 9. The Sharpnet Alaris website was | 10724/08

grogramming the pump and descobed the problems . F—
1na1 he encountersd during the programming updated, reflecting the follc?mng.
+ The updated Dataset Versions

Tne NAR clarified that RN 1'ailed 10 sel up summary

conbnuous infusion priof {o the 1V Rolus (oading .The posting of the complcte SMH
tgose of modication) which 15 a mandatory step in

e sateguard {Guacdral) process NON'NICU 2.1 NC datasct'
+ The updated Summary Quick
RN 1's competency related 1o the Alaris Mediey Drug Lists for drips and

Infugion Pump dated 5/13/08 was reviewed. The

intermittent infusions.
performance crtena sechon evalualion method was

leh blank  The evsllalon key codes were 10. Ali ICU and specified 11/7/08
ohservation.  demansiration  quality  monitoring, Telernetry RN staff will receive
lest. docurnent review and lrended dala Since the education on the revised LOAD

performance crilena section eyaljatan  Section of
e cunpelency was [eft blank there was no

and infusion DRIP process. All

ndiczbion how or } RN 1 was gvaluateo regarding individuals unable to attend the
ihe pump use formal inservice sessions will
receive 1:1 instruction. |
Event ID MEAZ-1 11 7/2008 12°54 52PM
L AR0ORATORY DiR-:_';—;UH 5 CR PROVIDF RZSUPPLIER R PRESENTATIVE S S.GNATURE TITLE IXE) DA TF
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CALIFORNLIA HEALTH AND HUMAN SERVICES AGENCY

DEPARTMENT OF FUBLIC HEALTH
CYATEMENT O OEFICIEMCIES 3] PROVIDERSUFPUCRICUA R3 MULTIPLE CONSTRUCTON {73 DATE SURVEY
ANG PV &M TF CORRECTION IREMTIFICATION BUMEBER COMMETED
A BUILDING
050100 a.vand 05/08/2008
1AME OF FROVIDER DR §UPPLIER ‘ STRECT ADPRESS CITY, §TATE. AP CO0E
SHARP MEMORIAL HOSPITAL 7904 FROST $TREET. SAN DIEGO, CA 52123 SAN DIEGO COUNTY
XA SUMMAAY STATEWNENT OF NEFCIEMIIES L1} PROVIOCH'S PLAK (¢ CUNREZTION a5y
PHEFIX fEACH DEFILIENCT MUST 3E FRECEELED GY FULL FREFX 1£ASH CGRREC HVE ACTION SHOULD BE CROSY COMPLET®
TaG BEGULATERY 0K | SC 08 K11 YING INE QRMALION 1AL QEFERENCES T THE APPROPRIATE DE- IULENCY) LATE
Continued From page & 11. SHC P&P 43030 “Guidelines
The Immediale Jeopardy was abated on €/12/08 at for Ordering Medications” was 11/4/08
i1 80 a.m., wilh an acceplable plan of rorrection revised to reflect Pharmacy
The elements of the plan of correcton are as calculated weight-based dosing:
follows' “For physician orders stating dosage
_ _ . per patient weight {i.e., 10 mg. kg),
raimon oy s s Men S| ohammacy il chck patints
Re-educaton oi use of clinical resources any time weight and calculate the total dose.
a hard stop occurs in Alads. Competency changes Pharmacy wili apply clinical
to inckude clarity guardrail rates, including methods. ’judgment when estimating patient's
weight for dose calculation.” The
revised policy will be presented to
P&T for approval.
Responsible Party:;
Chief Nursing Officer (CNO)
Nursing Direcior, Critical Care
Managers, ICUs and telemetry units
Director, Pharmacy
Monitoring Process:
An audit will be performed weekly | (/31/09
X 3 months for all Miirinone LOAD
doses dispensed by pharmacy to
ensure Milrinone (LOAD and
DRIP) is administered via the Alaris
Guardrails® system. Staff not
infusing Milrinone via the Guardrail
system will receive re-education and
counseling. J
Fvant D PE4311 1712008 1254 32PM
LAHQRATORY JIRECTOR'S OR FRC‘J\DEF-\JS‘-JQF".JER AEPRESENTATIVES SIGNATURE TITLE [X6) DATE
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